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§26.137 Quality assurance and quality
control.

(a) Quality assurance program. Each li-
censee testing facility shall have a
quality assurance program that encom-
passes all aspects of the testing process
including, but not limited to, specimen
acquisition, chain of custody, security
and reporting of results, validity
screening (if validity screening tests
are performed), initial wvalidity and
drug testing, and validation of analyt-
ical procedures. Quality assurance pro-
cedures must be designed, imple-
mented, and reviewed to monitor the
conduct of each step of the process of
validity testing and testing for drugs
and drug metabolites.

(b) Performance testing and quality
control requirements for validity screening
tests. (1) Licensee testing facilities may
rely on validity screening tests to de-
termine the need for initial tests of
specimen validity either at the licensee
testing facility or HHS-certified lab-
oratory. Licensees and other entities
shall ensure that the HHS-certified lab-
oratory is capable of conducting con-
firmatory testing for any adulterant
for which the licensee testing facility
conducts validity screening tests. Li-
censee testing facilities shall use only
validity screening tests that meet the
following criteria:

(i) Either the test, by lot number, has
been placed on the Substance Abuse
and Mental Health Services Adminis-
tration (SAMHSA) list of point-of-col-
lection tests that are approved for use
in the Federal Workplace Drug Testing
Program; or

(ii) Before using the test, the licensee
or other entity has ensured that the
validity screening test, by lot number,
effectively identifies specimens of
questionable validity by meeting the
following performance testing and
quality control requirements:

(A) The creatinine validity screening
test must use a 20 mg/dL cutoff con-
centration;

(B) A pH specimen validity screening
test must be able to determine if pH is
less than 4.5 and if pH is equal to or
greater than 9; and

(C) An oxidant validity screening test
must be able to determine if an oxidant
concentration is equal to or greater
than a 200 mcg/mL nitrite-equivalent
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cutoff, and/or a chromium screening
test must be able to determine con-
centrations equal to or greater than a
50 mcg/mL chromium(VI)-equivalent
cutoff, and/or a halogen screening test
must be able to determine the halogen
concentration is equal to or greater
than the LOD. Licensees and other en-
tities who use validity screening tests
for additional adulterants shall estab-
lish performance testing requirements
to challenge the licensee testing facil-
ity and the HHS-certified laboratory
for the additional validity screening
test(s);

(D) The manufacturer has conducted
validation studies to document the va-
lidity screening test’s performance
characteristics around each applicable
cutoff specified in this section, using
performance testing samples that have
been formulated to challenge the valid-
ity screening test around the applica-
ble cutoffs. These validation studies
must demonstrate the validity screen-
ing test’s ability to differentiate valid
samples from those of questionable va-
lidity and the performance of the valid-
ity screening test(s) around the appli-
cable cutoffs specified in this section;
and

(E) The licensee testing facility shall
submit three consecutive sets of per-
formance testing samples to the manu-
facturer, using performance testing
samples that have been formulated to
challenge the validity screening test
around the applicable cutoffs specified
in this paragraph and whose formula-
tion levels have been confirmed by an
HHS-certified laboratory. For example,
one set of performance testing samples
used to challenge a creatinine validity
screening test must include at least six
samples formulated at different con-
centrations ranging from 0 to 20 mg/dL.
A set of performance testing samples
used to challenge a pH validity screen-
ing test must include at least six sam-
ples formulated with different pH lev-
els that are equal to or less than 4.5,
and six samples formulated with dif-
ferent pH levels that are equal to or
greater than 9. And, a set of perform-
ance testing samples used to challenge
an oxidizing adulterant validity
screening test must include at least six
samples to challenge each validity
screening test used. The performance
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testing samples for oxidizing
adulterants must contain nitrite and
other oxidizing adulterant concentra-
tions in a range of less than or equal to
a 200 mcg/mL nitrite-equivalent cutoff
to a 500 mcg/mL nitrite-equivalent cut-
off; chromium samples formulated in a
range less than or equal to a 50 mcg/mL
chromium(VI)-equivalent cutoff to 100
mcg/mL chromium(VI)-equivalent cut-
off; or halogen samples formulated in a
concentration at or near the LOD and
25 percent above the LOD. The results
of analyzing the three consecutive sets
of performance test samples for each
validity screening test (i.e., creatinine,
pH, nitrite and general oxidants, chro-
mium, or halogen) must demonstrate
that the validity screening test, by lot
number, correctly identified at least 90
percent of the total validity perform-
ance test challenges on each of three
sets of performance testing samples,
and, for each individual specimen va-
lidity screening test, the test, by lot
number, correctly identified at least 90
percent of the validity performance
test challenges on each of three sets of
performance testing samples; and

(iii) After the licensee testing facil-
ity has placed a validity screening test
in service, the licensee or other entity
shall verify that the test, by lot num-
ber, remains on the SAMHSA-approved
list. Or, if the SAMHSA-approved list
is unavailable, the licensee or other en-
tity shall ensure that the test con-
tinues to identify specimens of ques-
tionable validity, as demonstrated by
documentation from the manufacturer
that a set of validity screening tests
from each lot in use by the licensee
testing facility correctly identified at
least 90 percent of the total validity
test challenges on a set of performance
testing samples, and, for each indi-
vidual specimen validity screening
test, that the test, by lot number, cor-
rectly identified at least 90 percent of
the validity test challenges. This per-
formance testing must be performed at
a nominal annual frequency after the
date on which the manufacturer com-
pleted the initial validation studies re-
quired under paragraph (b)(1)(ii)(D) of
this section. The performance testing
samples used must be formulated to
challenge the validity screening test
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around the applicable cutoffs of this
subpart.

(2) In addition, licensee testing facil-
ity personnel who perform the validity
screening tests shall conduct quality
control testing of validity screening
tests as follows:

(i) At the beginning of any 8-hour pe-
riod during which the licensee testing
facility will perform validity screening
tests, licensee testing facility per-
sonnel shall test a minimum of one
quality control sample that is negative
for each specific validity test to be per-
formed (e.g., creatinine, pH, nitrites,
chromium) during the 8-hour period,
and one quality control sample that is
formulated to challenge the validity
screening test(s) around the cutoffs
specified in this subpart for each spe-
cific validity test to be performed dur-
ing the 8-hour period. The results of
these quality control tests must be cor-
rect before any donor specimens may
be tested.

(ii) After screening every ten donor
specimens during the 8-hour period, li-
censee testing facility personnel shall
also challenge each validity screening
test with at least one quality control
sample that is formulated to challenge
the validity screening test(s) around
the cutoffs specified in this subpart. If
fewer than ten donor specimens were
screened during the 8-hour period or
the number of donor specimens tested
exceeds a multiple of ten but is less
than the next multiple of ten (e.g., 24
donor specimens, 48 donor specimens),
licensee testing facility personnel shall
challenge each validity screening test
at the end of the 8-hour period during
which the validity screening tests were
performed.

(3) The licensee testing facility shall
also submit at least one specimen out
of every ten donor specimens that test
negative using each validity screening
test that the licensee testing facility
uses to an HHS-certified laboratory as
part of the licensee testing facility’s
quality assurance program.

(4) Licensee testing facilities shall
store specimen validity tests as speci-
fied by the manufacturer’s instructions
and may not use such tests after the
manufacturer’s expiration date.
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(c) Validity screening test results. If the
results of a validity screening test indi-
cate that the specimen is of question-
able validity, the licensee testing facil-
ity may either perform initial validity
testing or shall forward the specimen
to the HHS-certified laboratory for fur-
ther testing.

(d) Quality control requirements for per-
forming initial validity tests. Licensees
and other entities shall ensure that the
HHS-certified laboratory is capable of
conducting confirmatory testing for
any adulterant for which the licensee
testing facility conducts initial valid-
ity tests.

(1) Creatinine. Creatinine concentra-
tion must be measured to 1 decimal
place. The initial creatinine test must
have a control in the range of 3 to 20
mg/dL and a control in the range of 21
to 25 mg/dL.

(2) Requirements for performing ini-
tial pH tests are as follows:

(i) Colorimetric pH tests must have a
dynamic range of 2 to 12 and pH meters
must be capable of measuring pH to
one decimal place.

(ii) An initial colorimetric pH test
must have the following calibrators
and controls:

(A) One calibrator at 3;

(B) One calibrator at 11;

(C) One control in the range of 2 to
2.8;

(D) One control in the range of 3.2 to
4;
(E) One control in the range of 4.5 to
9;

(F) One control in the range of 10 to
10.8; and

(G) One control in the range of 11.2 to
12.

(iii) If a pH screening test is not used,
an initial pH meter test must have the
following calibrators and controls:

(A) One calibrator at 4;

(B) One calibrator at 7;

(C) One calibrator at 10;

(D) One control in the range of 2 to
2.8;

(E) One control in the range of 3.2 to
4;

(F) One control in the range of 10 to
10.8; and

(G) One control in the range of 11.2 to
12.

(iv) If a pH screening test is used, an
initial pH meter test must have the fol-
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lowing calibrators and controls when
the screening result indicates that the
pH is below the lower decision point in
use:

(A) One calibrator at 4;

(B) One calibrator at 7;

(C) One control in the range of 2 to
2.8; and

(D) One control in the range of 3.2 to
4.

(v) If a pH screening test is used, an
initial pH meter test must have the fol-
lowing calibrators and controls when
the screening test result indicates that
the pH is above the upper decision
point in use:

(A) One calibrator at 7;

(B) One calibrator at 10;

(C) One control in the range of 10 to
10.8; and

(D) One control in the range of 11.2 to
12.

(3) Oxidizing adulterants. Initial
tests for oxidizing adulterants must in-
clude a calibrator at the appropriate
cutoff concentration for the compound
of interest, a control without the com-
pound of interest (i.e., a certified nega-
tive control), and a control with at
least one of the compounds of interest
at a measurable concentration. For ni-
trite, the licensee testing facility shall
have one control in the range of 200 to
400 mcg/mL, one control in the range of
500 to 6256 mcg/mL, and a control with-
out nitrite (i.e., a certified negative
control).

(4) Other adulterants. Initial tests for
other adulterants must include an ap-
propriate calibrator, a control without
the compound of interest (i.e., a cer-
tified negative control), and a control
with the compound of interest at a
measurable concentration.

(5) Each analytical run performed to
conduct initial validity testing shall
include at least one quality control
sample that appears to be a donor spec-
imen to the licensee testing facility
technicians.

(6) The licensee testing facility shall
also submit at least one specimen out
of every 10 donor specimens that test
negative on the initial validity tests
performed by the licensee testing facil-
ity to an HHS-certified laboratory as
part of the licensee testing facility’s
quality assurance program.
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(e) Quality control requirements for ini-
tial drug tests. (1) Any initial drug test
performed by a licensee testing facility
must use an immunoassay that meets
the requirements of the Food and Drug
Administration for commercial dis-
tribution. Licensee testing facilities
may not use non-instrumented
immunoassay testing devices that are
pending HHS/SAMHSA review and ap-
proval for initial drug testing under
this part. In addition, licensees and
other entities may not take manage-
ment actions on the basis of any drug
test results obtained from non-instru-
mented devices that may be used for
validity screening tests.

(2) Licensee testing facilities shall
discard negative specimens or may
pool them for use in the licensee test-
ing facility’s internal quality control
program after certification by an HHS-
certified laboratory that the specimens
are negative and valid. Licensee test-
ing facilities may not retain any infor-
mation linking donors to specimens
that are pooled for use in the internal
quality control program.

(3) Licensee testing facilities may
perform multiple initial drug tests for
the same drug or drug class, provided
that all tests meet the cutoffs and
quality control requirements of this
part. For example, a licensee testing
facility may use immunoassay tech-
nique ‘““A” for all drugs using the li-
censee’s or other entity’s cutoff levels,
but specimens testing positive for am-
phetamines may also be tested using
immunoassay technique ‘“B’ to elimi-
nate any possible positives due to
structural analogues; or, a valid ana-
lytical result cannot be obtained using
immunoassay technique ‘“A” and
immunoassay technique ‘B’ is used in
an attempt to obtain a valid analytical
result.

(4) Licensee testing facilities need
not assess their false positive testing
rates for drugs, because all specimens
that test as positive on the initial tests
for drugs and drug metabolites must be
forwarded to an HHS-certified labora-
tory for initial and confirmatory test-
ing.

(6) To ensure that the rate of false
negative drug tests is kept to the min-
imum that the immunoassay tech-
nology supports, licensee testing facili-
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ties shall submit to the HHS-certified
laboratory a minimum of 5 percent (or
at least one) of the donor specimens
screened as negative from every ana-
lytical run.

(6) A minimum of 10 percent of all
specimens in each analytical run of
specimens to be initially tested for
drugs by the licensee testing facility
must be quality control samples, which
the licensee testing facility shall use
for internal quality control purposes.
(These samples are not forwarded to
the HHS-certified laboratory for fur-
ther testing, other than for perform-
ance testing of the samples.) Licensee
testing facilities shall ensure that
quality control samples that are posi-
tive for each drug and metabolite for
which the FFD program conducts test-
ing are included in at least one analyt-
ical run each calendar quarter. The
quality control samples for each ana-
lytical run must include—

(i) Sample(s) certified by an HHS-cer-
tified laboratory to contain no drugs or
drug metabolites (i.e., negative urine
samples);

(ii) At least one positive control with
drug(s) or drug metabolite(s) targeted
at 25 percent above the cutoff;

(iii) At least one positive control
with drug(s) or drug metabolite(s) tar-
geted at 25 percent below the cutoff;

(iv) A sufficient number of cali-
brators to ensure and document the
linearity of the assay method over
time in the concentration area of the
cutoff (after acceptable values are ob-
tained for the known calibrators, those
values will be used to calculate sample
data); and

(v) At least one positive control, cer-
tified to be positive by an HHS-cer-
tified laboratory, which appears to be a
donor specimen to the licensee testing
facility technicians.

(7) Licensee testing facilities shall
document the implementation of pro-
cedures to ensure that carryover does
not contaminate the testing of a do-
nor’s specimen.

(f) Errors in testing. Each licensee
testing facility shall investigate any
testing errors or unsatisfactory per-
formance discovered in the testing of
quality control samples, in the testing
of actual specimens, or through the
processing of management reviews and/
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or MRO reviews, as well as any other
errors or matters that could adversely
reflect on the licensee testing facility’s
testing process.

(1) Whenever possible, the investiga-
tion must determine relevant facts and
identify the root cause(s) of the testing
Or process error.

(2) The licensee testing facility shall
take action to correct the cause(s) of
any errors or unsatisfactory perform-
ance that are within the licensee test-
ing facility’s control.

(3) If false negative results are ob-
tained in any analytical run from test-
ing the quality control samples speci-
fied in paragraphs (b), (d), and (e) of
this section at the licensee testing fa-
cility, the licensee testing facility
shall forward all donor specimens from
that analytical run to the HHS-cer-
tified laboratory for additional testing
and implement corrective actions be-
fore resuming testing of donor speci-
mens for the drug(s), drug metabo-
lite(s), adulterant(s), or other specimen
characteristics (i.e., creatinine, pH) as-
sociated with the quality control sam-
ple that yielded the false negative re-
sult(s).

(4) If a donor specimen that yielded
negative validity or drug test results
at the licensee testing facility yields
positive, substituted, adulterated, or
invalid results after confirmatory test-
ing by the HHS-certified laboratory
under paragraphs (b)(3), (d)(6), or (e)(b)
of this section, the licensee or other
entity shall implement corrective ac-
tions before resuming testing of donor
specimens for the drug(s), drug metabo-
lite(s), adulterant(s), or other specimen
characteristics (i.e., creatinine, pH) as-
sociated with the donor specimen that
yielded the false negative result(s). In
addition to resolving any technical,
methodological, or administrative er-
rors in the licensee testing facility’s
testing process, the licensee or other
entity may re-collect and test speci-
mens from any donor whose test re-
sults from the licensee testing facility
may have been inaccurate.

(5) A record of the investigative find-
ings and the corrective actions taken,
where applicable, must be dated and
signed by the individuals who are re-
sponsible for the day-to-day manage-
ment of the licensee testing facility
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and reported to appropriate levels of
management.

(g) Accuracy. Volumetric pipettes and
measuring devices must be certified for
accuracy or be checked by gravimetric,
colorimetric, or other verification pro-
cedure. Automatic pipettes and dilu-
tors must be checked for accuracy and
reproducibility before being placed in
service, and periodically thereafter.

(h) Calibrators and controls. Cali-
brators and controls must be prepared
using pure drug reference materials,
stock standard solutions obtained from
other laboratories, or standard solu-
tions that are obtained from commer-
cial manufacturers and are properly la-
beled as to content and concentration.
Calibrators and controls may not be
prepared from the same stock solution.
The standards and controls must be la-
beled with the following dates: when
received; when prepared or opened;
when placed in service; and when
scheduled for expiration.

[73 FR 17176, Mar. 31, 2008, as amended at 74
FR 38328, Aug. 3, 2009]

§26.139 Reporting initial validity and
drug test results.

(a) The licensee testing facility shall
report as negative all specimens that
are valid on the basis of wvalidity
screening or initial validity tests, or
both, and are negative on the initial
tests for drugs and drug metabolites.
Except as permitted under §26.75(h),
positive test results from initial drug
tests at the licensee testing facility
may not be reported to licensee or
other entity management. In addition,
the licensee testing facility may not
report results from validity screening
or initial validity testing indicating
that a specimen is of questionable va-
lidity or positive initial drug test re-
sults from specimens that are of ques-
tionable validity.

(b) Except as provided in §§26.37 and
26.75(h), access to the results of initial
tests must be limited to the licensee
testing facility’s staff, the MRO and
MRO staff, the FFD program manager,
and, when appropriate, EAP staff and
the SAE.

(c) The licensee testing facility shall
provide qualified personnel, when re-
quired, to testify in an administrative
or disciplinary proceeding against an
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